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REMARKS 

Claims 1-33 and 35-87 were pending and under consideration in the application. 
Claims 1-29 and 36-79, withdrawn from consideration as directed to non-elected 
inventions, have been canceled without prejudice. Claims 30, 33, 80 and 85 have been 
amended. 

Claims 30, 33, 80 and 85 were amended to clarify the claim language. Support 
for the amendments can be found throughout the application as filed. No new matter has 
been added. 

Rejection under 35 U.S.C. § 101 

Claims 30-33 and 35-87 were rejected under 35 U.S.C. § 101 because the claimed 
invention is allegedly not supported by a specific, substantial and credible asserted utility 
or a well-established utility. The Office alleges that the arguments presented by 
Applicants in response to the previous Office Action, although considered, were not 
deemed persuasive. Applicants respectfully disagree. 

The Office further states that "whereas one could readily employ a putative 
receptor protein of the instant invention in an assay to identify ligands thereto the 
information obtained thereby would be of little use until one discovers the identity of 
those physiological processes moderated by that putative receptor." (Office Action, 
pages 2-3). 

The specification recites that the claimed receptor is a GPCR and is useful, inter 
alia, in the treatment and diagnosis of schizophrenia and other mental diseases/disorders. 
As set forth below, the claimed receptor is related to biogenic amine receptors. Biogenic 
amine receptors are knovm to play significant roles in schizophrenia and other mental 
diseases/disorders. Therefore, the "physiological processes" moderated by the claimed 
polypeptide are known. As specific, substantial and credible utilities exist for the claimed 
receptors, the utility requirement has been satisfied. 
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Utility Examination Guidelines 

The Utility Examination Guidelines (the "Guidelines") require that a claimed 
invention have a specific, substantial and credible asserted utility, or, alternatively a well- 
established utility. Applicants have asserted that the claimed polypeptides are useful, 
inter alia, to generate antibodies specific for the claimed polypeptides. As discussed in 
greater detail below, the claimed polypeptides share 100% sequence identity with 
GPRlOl, a receptor related to biogenic amine receptors, a subfamily of GPCRs. (Lee et 
al. Gene 275 (2001) 83-91; copy attached hereto). Such identity supports the assignment 
of the same specific, substantial, and credible utilities of biogenic amine receptors to the 
claimed polypeptides. The utilities asserted are art-established: those skilled in the art 
would readily acknowledge that the claimed polypeptides are useful v^thin the meaning 
of35U.S.C. § 101. 

As Applicants have asserted utilities that are specific, substantial and credible, and 
well established, the Utility Requirement has been satisfied. Applicants therefore 
respectfully request the withdrawal of the rejection under 35 U.S.C. § 101. 

Under the Guidelines, Office personnel are instructed to review the specification 
and claims of the application to determine if a specific and substantial utility that is 
credible is present. The Guidelines note that the specific and substantial requirement 
"excludes 'throw-away', insubstantial,' or 'nonspecific' utilities, such as the use of a 
complex invention as landfill." The Guidelines go on to note that an Examiner's ''prima 
facie showing must establish that it is more likely than not that a person of ordinary skill 
in the art would not consider that any utility asserted by the applicant would be specific 
and substantial." "If the applicant has asserted that the claimed invention is useful for 
any particular practical purpose {i.e., it has a 'specific and substantial utility') and the 
assertion would be considered credible by a person of ordinary skill in the art, do not 
impose a rejection based on lack of utility." (Guidelines, emphasis added). 
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The Guidelines comment on the use of computer based analysis of nucleic acids to 
assign functions to a nucleic acid or polypeptide based upon homology to sequences 
found in databases. Specifically, the Guidelines state that the: 

suggestions to adopt a per se rule rejecting homology based assertions of 
utility are not adopted. An applicant is entitled to a patent to the subject 
matter claimed unless statutory requirements are not met (35 U.S.C. 101, 102, 
103, 112) . . The inquiries involved in assessing utility are fact dependent, 
and the determinations must be made on the basis of scientific evidence. 
Reliance on the commenters' per se rule, rather than a fact dependent inquiry, 
is impermissible because the commenters provide no scientific evidence that 
homology-based assertions of utility are inherently unbelievable or involve 
implausible scientific principles. See, e.g., In re Brana, 51 F.3d 1560, 1566, 
34 USPQ2d 1436, 1441 (Fed. Cir. 1995) (rejection of claims improper where 
claims did 'not suggest an inherently unbelievable undertaking or involve 
implausible scientific principles' and where "prior art * * * discloses 
structurally similar compounds to those claimed by the applicants which have 
been proven * * * to be effective'). 

A patent examiner must accept a utility asserted by an applicant unless 
the Office has evidence or soimd scientific reasoning to rebut the assertion. 
The examiner's decision must be supported by a preponderance of all the 
evidence of record. In re Oetiker, 977 F.2d 1443, 1445, 24 USPQ2d 
1443,1444 (Fed. Cir. 1992). More specifically, when a patent application 
claiming a nucleic acid asserts a specific, substantial, and credible utility, and 
bases the assertion upon homology to existing nucleic acids or proteins 
having an accepted utility, the asserted utility must be accepted by the 
examiner unless the Office has sufficient evidence or sound scientific 
reasoning to rebut such an assertion. ''[A] 'rigorous correlation' need not be 
shown in order to establish practical utility; 'reasonable correlation' is 
sufficient." Fujikawa v. WattanasH 93 F.3d 1559, 1565, 39 USPQ2d 1895, 
1900 (Fed. Cir. 1996). The Office will take into account both the nature and 
degree of the homology. 

When a class of proteins is defined such that the members share a 
specific, substantial, and credible utility, the reasonable assignment of a new 
protein to the class of sufficiently conserved proteins would impute the same 
specific, substantial, and credible utility to the assigned protein. If the 
preponderance of the evidence of record, or of sound scientific reasoning, 
casts doubt upon such an asserted utility, the examiner should reject the claim 
for lack of utility under 35 U.S.C. 101. For example, where a class of proteins 
is defined by common structural features, but evidence shows that the 
members of the class do not share a specific, substantial functional attribute 
or utility, despite having structural features in common, membership in the 
class may not impute a specific, substantial, and credible utility to a new 
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member of the class. When there is a reason to doubt the fimctional protein 
assignment, the utility examination may turn to whether or not the asserted 
protein encoded by a claimed nucleic acid has a well-established use. If there 
is a well-established utility for the protein and the claimed nucleic acid, the 
claim would meet the requirements for utility under 35 U.S.C. 101. If not, the 
burden shifts to the applicant to provide evidence supporting a well- 
established utility. There is no per se rule regarding homology, and each 
application must be judged on its own merits. 

(Guidelines; emphasis added). 

Preliminarily, Applicants remind the Office that specific and substantial utilities 

have been provided for the claimed polypeptides and that the asserted utilities are 

credible to one of skill in the art. The Office has failed to provide any evidence that "it is 

more likely than not that a person of ordinary skill in the art would not consider that any 

utility asserted by the applicant would be specific and substantial." The preponderance of 

the evidence of record and sound scientific reasoning support the asserted utilities. 

Art-Recognized Utility 

The Utility requirement may also be satisfied by an "Art Established Utility" 
which means that "a person of ordinary skill in the art would immediately appreciate why 
the invention is useful based on the characteristics of the invention... and the utility is 
specific, substantial and credible." (M.P.E.P. §2107). 

The claimed polypeptides are supported by an art-recognized utility. The present 
application recites that the present invention is useful, inter alia, in the diagnosis and 
treatment for diseases or disorders such as schizophrenia and depression. For example, 
the application as filed specifically recites that the claimed invention is useful, inter alia, 
in methods of diagnosing and/or treating schizophrenia. {See, inter alia, paragraphs 
[00168] and [00202]). As set forth in paragraph [00250], nGPCR-2644 nGPCR-52 is 
expressed in the brain. 

The claimed polypeptides show 100% sequence identity to GPRlOl, a relative of 
the biogenic amine receptors (see a ttac hed alignment) (Lee et aL, Gene 275 (2001) 83- 
91). Biogenic amine receptors bind tyramine, p-phenylethylamine, tryptamine and 
octopamine (Joost et aL, Genome Biology 2002, 3 (1 1) 1-16; citing Borowsky et aL, Proc 
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Natl Acad Sci USA 2001, 98:8966-71; copies attached hereto). Borowsky et al further 
sets forth that trace amines have long been known to be associated with various 
neurological disorders, such as schizophrenia and other affective disorders, and that 
biogenic amine receptors "map to chromosome 6q23.2, close to SCZD5, a susceptibility 
locus for schizophrenia" and are expressed in the brain. Id, 

Notwithstanding the foregoing, Applicants note that the biotechnology industry 
provides further proof that utilities for polypeptides similar to the claimed polypeptides 
are well established. Applicants note that a product with high homology to the claimed 
GPRlOl receptor polypeptide is commercially available (s^ee Oiigene produc 
attached hereto, directed to a mRNA encoding GPRlOl). Applicants also point out that 
even commercial products relating to GPCRs for which no confirmed function has been 
identified are readily available. GPCRs, ORF clones of GPCRs, and antibodies that bind 
to GPCRs are commercially available. For example, Applicants points out that 
FabGennix Inc. of Shreveport, Louisiana sells an antibody directed to Retinal Anti-GP75. 
GPCR75 is said to be a GPCR for which a ligand has not yet been identified, {see 
attached product sheet). Invitrogen sells ORf clones pi^^^^^G^ for 
vvhich a ligand has not ye^^^^ especially noting Clone Ids 

IOH22483, IOH14039, IOH13056, IOH22637, IOH13239, and IOH13516). MD; Bio of 
Taiwan sells GPCR peptides and antibodies against such peptides, again where no ligand 
has yet been identified (^(|^^Mch^ 

The fact that companies make and sell such products proves that there is a well- 
established utility for the presently claimed polypeptides. Accordingly there could be no 
better proof of the utilities of the claimed polypeptide- a product encoding the same 
GPCR is commercially available. This product is made by a manufacturer (who expects 
to sell the product) for consxmiers (who expect to buy the product). Any argument that 
there is no art-recognized utility for such polypeptides seems to place the Patent Office in 
direct conflict with the established practices of industry. 
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Specific Utility 

The Utility Examination Guidelines also require a claimed invention to have a 
utility that is specific to the subject matter claimed (a "specific utility"). As 
acknowledged by the Office, the presently claimed invention can be used for many 
different purposes. The present application recites, for example, that the claimed 
invention can be used, inter alia, to generate antibodies specific for the claimed 
polypeptides or as GPCRs. Thus, there is no question that Applicants have asserted at 
least one specific utility and, in fact, have provided numerous specific utilities for the 
polypeptides of the present invention. 

The Training Materials associated v^ith the Utility Examination guidelines address 

the issue of specificity with reference to two kinds of asserted utilities: "specific" utilities 

which meet the statutory requirements, and "general" utilities which do not. The Training 

Materials define a "specific utility" as follows: 

A [specific utility] is specific to the subject matter claimed. This contrasts to 
general utility that would be applicable to the broad class of invention. For 
example, a claim to a polynucleotide whose use is disclosed simply as "gene 
probe" or "chromosome marker" would not be considered to be specific in 
the absence of a disclosure of a specific DNA target. Similarly, a general 
statement of diagnostic ufility, such as diagnosing an unspecified disease, 
would ordinarily be insufficient absent a disclosure of what condition can be 
diagnosed. 

The Training Materials further distinguish between "specific" and "general" 
utilities by assessing whether the asserted utility is sufficiently "particular," or unique 
(Training Materials at p. 52) as compared to the "broad class of invention." Applicants 
note that such "unique" or "particular" utilities never have been required by the law. 

To meet the utility requirement, the invention must be "practically useful," 
Anderson v Natta, 480 F,2d 1392, 1397 (CCPA 1973) and confer a "specific benefit" on 
the public. Brenner v. Manson, 383 U.S. 519, 534 (1966). The threshold of utility under 
this standard is not high, and requires merely an "identifiable" benefit. Juicy Whip Inc. v. 
Orange Bang Inc., 51 USPQ2d 1700 (Fed. Cir. 1999). In Stiftung v. Renishaw PLC, 945 
F.2d 1 173, 1 180 (Fed. Cir. 1991), the CAFC explained that "An invenfion need not be the 
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best or only way to accomplish a certain result, and it need only be useful to some extent 
and in certain applications: "[T]he fact that an invention has only limited utility and is 
only operable in certain applications is not grounds for finding lack of utility." Envirotech 
Corp, V. Al George, Inc., 730 F.2d 753, 762, 221 USPQ 473, 480 (Fed. Cir. 1984). 

This does not preclude a general utility. Practical real-world uses are not limited to 
uses that are unique to a single invention. The law requires that the practical utility be 
"definite," not particular to only one invention. Standard Oil Co. v. Montedison, 664 F.2d 
356, 375 (3d Cir. 1981). The courts have not rejected an assertion of utility on the 
grounds that it is not "particular" or "unique" to the specific invention; where courts have 
found utility to be too "general," it has been in situations when the asserted utility in the 
patent disclosure was not a practical use that conferred a specific benefit. That is, a 
person of ordinary skill in the art would have been left to guess as to how to benefit at all 
from the invention. In Kirk, for example, the CCPA held the assertion that a man-made 
steroid had "useful biological activity" was insufficient where there was no information 
in the specification as to how that biological activity could be practically used. Kirk, 376 
F.2dat941. 

Inventions that achieve a practical use, a use that is also achieved by other 
inventions, satisfy the utility requirement. Thus practical utilities can be directed to 
classes of inventions, so long as a person of ordinary skill in the art would understand 
how to achieve a practical benefit from knowledge of the class. Montedison, 664 F.2d at 
374-75. For example, many materials conduct electricity. This general utility applies to 
a broad class of inventions (conductive materials) and satisfies the utility requirement of 
section 101. The fact that other materials also conduct electricity does not mean that 
other materials that conduct electricity want for utility. What is important, however, is 
that GPCRs are known to have practical uses. GPCRs, for example, all have practical 
uses well beyond throwaway uses like snake food. All of the genes encoding GPCRs can 
be used, for example, for toxicology testing to generate information useful in activities 
such as drug development, even in cases where little is knovm as to how a particular 
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GPCR works. No additional experimentation would be required, therefore, to determine 
whether a GPCR has a practical use because all GPCRs have at least one practical use. 

The Office appears to be under the impression that inventions that are, inter alia, 
useful for use in research are unpatentable. This is not true. The Patent Office's patent 
database is replete with patents claiming useful research tools, e.g., spectrophotometers. 
A material whose only use is as a tool in research may indeed be patentable. Brenner and 
Kirk exclude only those research purposes where the only use of the material itself is as 
the subject of research. If Brenner and Kirk had held otherwise, any chemical material 
would, by virtue of its existence, be useful. However, nowhere do those cases state or 
imply that a material cannot be patentable if has some other beneficial use in research. 

Assay methods, like many other tools used in research, have an immediately 
realizable "real world" value. For example, an assay method that can identify chemical 
compounds that possess a particular physical, structural or biological property clearly 
have "real world" value irrespective and independent from the utility that may be 
associated with the compounds identified using the assay method. As a consequence, a 
presumption that assay methods cannot possess utility if the compound isolated or 
identified using the assay do not have utility would be the product of a flawed analysis of 
Brenner. Such a conclusion also would suggest that processes and products can never 
possess utility if their utility lies in the field of research. Indeed, the application of this 
concept of the utility requirement as it relates to methods for assaying or identifying 
compounds, if taken literally, would mean that claims to methods such as NMR, infrared, 
x-ray crystallography, and screening for other important biological properties, would be 
unpatentable because further research would be necessary to establish utility for the 
compounds identified or assayed. This certainly cannot be the result intended by the 
Patent Office when issuing these guidelines. 

Because all GPCRs, as a class, convey pracfical benefit (much like the class of 
DNA ligases identified in the Training Materials), there should be no need to provide 
additional information about them. A person of ordinary skill in the art need not guess 
whether any given GPCR conveys a practical benefit. Nor is it necessary to know how or 
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why any given GPCR works. It is settled law that how or why any invention works is 
irrelevant to determining utility under 35 U.S.C. § 101: "[I]t is not a requirement of 
patentability that an inventor correctly set forth, or even know, how or why the invention 
works." In re Cortwright, 165 F.3d 1353, 1359 (Fed. Cir. 1999) (quoting A^ew/waw v. 
Quigg, %11 F.2d 1575, 1581 (Fed. Cir. 1989). 

Applicants need only prove a "substantial likelihood" of utility; certainty is not 
required. Brenner, 383 U.S. at 532. The amount of evidence required to prove utility 
depends on the facts of each particular case. In re Jolles, 628 F.2d 1322, 1326 (CCPA 
1980). "The character and amount of evidence may vary, depending on whether the 
alleged utility appears to accord with or to contravene established scientific principles 
and beliefs." Id Unless there is proof of "total incapacity," or there is a "complete 
absence of data" to support the applicant's assertion of utility, the utility requirement is 
met. Brooktree Corp. v. Advanced Micro Devices, Inc., 977 F.2d 1555, 1571 (Fed. Cir. 
1992); Envirotech, 730 F.2d at 762. The Office has failed to provide proof of "total 
incapacity", and Applicants have provided information that supports the asserted utilities. 

Substantial Utility 

In addition to conferring a specific benefit on the public, the benefit must also be 
"substantial". Brenner, 383 U.S. at 534. A "substantial" utility is a practical, "real world" 
utility. Nelson v. Bowler, 626 F.2d 853, 856 (CCPA 1980). An asserted utility for a 
compound that merely invites further research to determine a practical utility is not 
substantial. In Brenner, for example, the U.S. Supreme Court held that a process for 
making a compound does not confer substantial benefit where the only known use of the 
compound was to be the object of further research. Id. at 535. Similarly, in In re Kirk, the 
CCPA held that compound would not confer substantial benefit on the public merely 
because it might be used to synthesize some other, unknown compound that would confer 
substantial benefit. Kirk, 376 F.2d at 945. 

Applicants teach, as described above, that the claimed invention can be used for 
the production of antibodies. As trace amine receptors have established biological roles 
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and are known to be involved in, inter alia, schizophrenia and other neurological 
disorders, the claimed polypeptides also have a substantial utility and, thus, it is clear that 
the claimed invention has real-world uses. All the uses described in the present 
application are real-world uses and, again, stand in stark contrast to the "throw away" 
uses {e.g., landfill component or snake food) set forth in the utility guidelines. Thus, 
there is no question that Applicants have asserted at least one substantial utility and, in 
fact, have provided numerous substantial utilities. Accordingly, Applicants have 
complied with the substantial utility requirement. 

Assay methods, like many other tools used in research, have an immediately 
realizable "real world" value. For example, an assay method that can identify chemical 
compounds that possess a particular physical, structural or biological property clearly 
have "real world" value irrespective and independent from the utility that may be 
associated with the compounds identified using the assay method. As a consequence, a 
presumption that assay methods cannot possess utility if the compound isolated or 
identified using the assay do not have utility would be the product of a flawed analysis of 
Brenner, Such a conclusion also would suggest that processes and products can never 
possess utility if their utility lies in the field of research. Indeed, the application of this 
concept of the utility requirement as it relates to methods for assaying or identifying 
compounds, if taken literally, would mean that claims to methods such as NMR, infrared, 
x-ray crystallography, and screening for other important biological properties, would be 
unpatentable because further research would be necessary to establish utility for the 
compounds identified or assayed. This certainly cannot be the result intended by the 
Patent Office when issuing these guidelines. 

The claimed invention in Brenner was directed to a method whose only utility 
was making a class of steroids. The disclosure in Brenner failed to disclose a utility for 
the products of that method, which in turn led to a § 101 rejection because the products 
resulting from the method lacked utility. The Applicant in Brenner admitted that the 
products produced by the method would not be patentable if they lacked utility. 148 
USPQ 696. The Court stated that the method lacked utility as well, holding: 
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We find absolutely no warrant for the proposition that ahhough Congress 
intended that no patent be granted on a chemical compound whose sole 
"utility" consists of its potential role as an object of use-testing, a different set 
of rules was meant to apply to the process which yielded the unpatentable 
product. 

148 USPQ 696. 

In Brenner, the method of making the compounds, which was the only use 
recited, was inextricably bound up with the compounds themselves and, as a result, the 
requirement for utility could not be met until a use for the compounds was found. The 
Court emphasized that the utility of the claimed invention (i.e., the products) would 
require further research to identify and ascertain, and the compounds produced by the 
method would be the objects of that research. 

In contrast, GPCRs identical to known receptors having known functions stand on 
a very different basis. As discussed, there are a multitude of utilities for the claimed 
polypeptides, including, but not limited to, their ability to facilitate research. 

The Claimed Invention Has A Credible Utility 

In addition to a specific and substantial utility, the Utility Examination Guidelines 
require that such utility be "credible" (a "credible utility"). That is, whether the assertion 
of utility is believable to a person of ordinary skill in the art based on the totality of 
evidence and reasoning provided. The asserted utilities are credible. Clearly, the claimed 
polypeptides are not asserted to be a universal cure for cancer or represent a treatment for 
baldness. Again, as discussed, the fact that the claimed polypeptides share 100% 
sequence identity with a biogenic amine receptor supports the assignment of the same 
specific, substantial, and credible utility shared by biogenic amine receptors to the 
claimed polypeptide. The Office has failed to provide any evidence or scientific 
reasoning, less still a preponderance of evidence casting doubt upon such an asserted 
utility. Further, the Office has not provided any evidence that biogenic amine receptors 
do not possess a specific, substantial functional attribute or utility. 

The Office has failed to provide any "countervailing evidence" required by the 
Utility Examination Guidelines to show that the relationship does not exist. Therefore, 
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has failed to meet its burden of showing that the present invention does not have a 
substantial, credible, and specific utility. 

Applicants further assert that long held pre-Brenner case lav^ standard supports 
judging the utility of an invention on whether or not the public derives a benefit from the 
invention, regardless of how slight the benefit. See, for example, In re Nelson, 280 F.2d 
172, 178-180 (C.C.P.A. 1960) (stating that "however slight the advantage which the 
public have received from the inventor, it offers a sufficient reason for his 
compensation") (citing ROBINSON ON PATENTS (1890)); see also Lowell v. Lewis, 1 
Mason 182 (Fed. Case. No. 8568, 1817) (stating "if it be more or less useful is... of no 
importance to the public. If it be not extensively useful it will silently sink into contempt 
and disregard"). Polypeptides of all types are broadly used in the biotechnology industry, 
playing key roles in drug and disease discovery processes. Indeed, many such fragments 
enable researchers to find the genes associated with physiological functions. The 
discovery of such functions readily benefits the public. Accordingly, such tools should 
satisfy the pre-Brenner case law standard. 

Applicants have demonstrated a "substantial likelihood" of utility by showing a 
"reasonable correlation" between the utility of the knovm compositions (trace amine 
receptors) and the composition being claimed. Fujikawa v. Wattanasin, 93 F.3d 1559, 
1565 (Fed. Cir. 1996). The Office has neither provided evidence nor sound scientific 
reasoning that one skilled in the art would doubt the "reasonable correlation" advanced 
by Applicants. Accordingly, imder Brana, the Patent Office must accept the utility 
asserted by Applicants. 

Summary of 35 U.S.C. §101 Issues 

The Utility Examination Guidelines note that an Examiner's "prima facie 
showing must establish that it is more likely than not that a person of ordinary skill in the 
art would not consider that any utility asserted by the applicant would be specific and 
substantial." "If the applicant has asserted that the claimed invention is useful for any 
particular practical purpose (/.e., it has a 'specific and substantial utility') and the 
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assertion would be considered credible by a person of ordinary skill in the art, do not 
impose a rejection based on lack of utility." Applicants have asserted that the claimed 
polypeptides are useful, inter alia, to generate antibodies specific for the claimed GPCR 
polypeptides. As discussed the claimed polypeptides share homology with receptors 
known to be involved in schizophrenia. The fact that the claimed polypeptides share such 
sequence homology with known receptors supports the assignment of the same specific, 
substantial, and credible utilities of biogenic amine receptors to the claimed polypeptides. 
The utilities asserted are Applicants are art-established: those skilled in the art would 
readily acknowledge that the claimed polypeptides are useful within the meaning of 35 
U.S.C. § 101. 

A patent examiner must accept a utility asserted by an applicant imless the Office 
has evidence or sound scientific reasoning to rebut the assertion. The Guidelines make 
clear that when a patent application claiming a nucleic acid, for example, asserts a 
specific, substantial, and credibility, and bases the assertion upon homology to existing 
nucleic acids or proteins having an accepted utility, the asserted utility must be accepted 
by the examiner imless the Office has sufficient evidence or sound scientific reasoning to 
rebut such an assertion. The Office has failed to provide any evidence, less still a 
preponderance of the evidence, to cast doubt upon any of the asserted utilities. The 
Office has also failed to provide any evidence that the asserted utilities are "throwaway 
utilities" or that the claimed polypeptides are inappropriate or unsuited for the several 
asserted utilities. Finally, even assuming arguendo that the asserted utilities are not 
specific or substantial, the art established utilities for the claimed polypeptides satisfy the 
Utility requirement of § 101 . 

The Examiner further alleged that accepting "Applicant's argument that any 
protein of human origin is useful as a marker would be comparable to conceding that any 
object of fixed mass has prima facie utility as a weight standard irrespective of any other 
properties possessed by that object". (Office Action, page 4). Applicants do not agree. 

As discussed above, several utilities have been asserted for the claimed 
polypeptides, including that of a marker. Applicants have provided evidence that the 
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claimed polypeptide is a biogenic amine receptor. Applicants have provided the 
sequence information of the receptor. Applicants have also provided tissue expression 
data relating to the receptor. Therefore, the claimed polypeptide is not analogous to the 
object of fixed mass [but otherwise wholly uncharacterized] analogized by the Examiner. 

Applicants therefore respectfully request the withdrawal of the rejection under 35 
U.S.C. § 101. 

Rejections under 35 U.S.C. § 112, first paragraph 

Claims 30-33 and 35-87 were rejected under 35 U.S.C. § 112, first paragraph, as 
allegedly failing to adequately teach how to use the instant invention "for the reasons 
given above in regard to the rejection of these claims under 35 U.S.C. § 101." (Office 
Action, page 7).* 

As discussed above, the present invention is supported by a specific, substantial, 
and credible asserted utility as well as a well-established utility. One skilled in the art 
having read the present application would be able to make and use the claimed invention. 

Claims 85-87 were rejected imder 35 U.S.C. § 112, first paragraph, as allegedly 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventors, at the time the 
application was filed, had possession of the claimed invention. Applicants have amended 
claim 85 to fiirther clarify the claimed invention, thereby rendering the rejection imder 35 
U.S.C. § 1 12, first paragraph, moot. Claims 86 and 87 depend from claim 85. 

The subject matter encompassed by the pending claims is described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventors, at the time the application was filed, had possession of the claimed 



* Applicants, however, note that presently only claims 30-33, 35 and 80-87 are under consideration. 
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invention. Therefore Applicants respectfully request that the rejection of the pending 
claims under 35 U.S.C. § 1 12, first paragraph be withdrawn. 

Rejections under 35 U.S.C. § 112, second paragraph 

Claims 30-33 and 80-87 were rejected under 35 U.S.C, § 112, second paragraph. 

The Office alleges that claim 30 is vague because it is "unclear if the word 
'thereof is referring to the 'isolated polypeptide' or 'SEQ ID N0:2.'". Applicants 
respectfully disagree. Claim 30 recites "An isolated polypeptide comprising SEQ ID 
N0:2 or a fragment thereof, wherein said polypeptide comprises an epitope specific to 
SEQ ID NO: 2." The art-skilled would clearly understand that he term "thereof refers to 
SEQ ID N0:2 and that the claim recites an isolated polypeptide comprising SEQ ID 
N0:2 or an isolated polypeptide comprising a fragment of SEQ ID N0:2. However, 
solely in an attempt to advance the prosecution of the pending claims to allowance. 
Applicants have amended claim 30 to further clarify the invention. The amendment to 
claim 30 is not expected to narrow the scope of the claim in any respect. Claims 31, 35, 
83 and 84 depend from claim 30. 

Claims 32, 33, 80, 81 and 82 were said to be "confusing because they employ the 
terms '% homologous and % sequence identity" in similar capacities." The Examiemr 
suggests the use of only one of these terms if the terms are used interchangeably. 
Applicants have amended claims 33 and 80 to read "% sequence identity", thereby 
rendering the objection moot. The amendment to claims 33 and 80 is not expected to 
narrow the scope of the claims in any respect. 

Claims 85-87 were said to be "vague and indefinite because the limitation 
'stringent conditions' is conditional and no single set of defining hybridization conditions 
is recited in the claims or the specification." Although Applicants disagree, claim 85 has 
been amended to recite specific hybridization conditions set forth in the specification. 

Applicants respectfully request that the rejection of the pending claims under 35 
U.S.C. § 1 12, second paragraph, be withdravm. 
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Conclusion 

Applicants believe the claims are in condition for allowance. An early Notice of 
Allowance is therefore earnestly solicited. Applicants invite the Examiner to contact the 
undersigned at (215) 665-6904 to clarify any unresolved issues raised by this response. 



Date: March 16. 2004 
COZEN O'CONNOR, P.C. 
1900 Market Street 
Philadelphia, PA 19103-3508 
Telephone: (215) 665-2000 
Facsimile: (215) 665-2014 



Attachments: BLAST alignment 



NCBI Sequence Viewer 

Joost et al. Genome Biology 2002, 3 (11) 1-16 

Borowsky et al, Proc Natl Acad Sci USA 2001, 98:8966-71 

Lee etal. Gene, 275 (2001) 83-91 

Product sheet for GPRlOl mRNA (Origene) 

Product Sheet for GPCR ORF Clones (Invitrogen) 

Product Sheet for Anti-GPCR-75 Antibodies 

Product sheet for GPCR control peptides and antibodies (MD Bio) 



Respectfully submitted. 
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